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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
5/14/2007 has been entered. 

Acl(nowledgments 

2. This office action is in response to the reply filed on 5/14/2007. 

3. In the reply, the Applicant added new claims 59-68 and cancelled claim 16. 
Claims 42-43, 51 , 53 remain withdrawn. 

4. Thus, claims 8-15, 17-18, 38-41, 44-50, 52, 54-68 are pending for examination. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claim 59 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 59 recites the limitation "response data indicative of 
magnitude and quality of a response". The limitation "magnitude and quality of a 
response" fails to particularly point out and distinctly claim the subject matter because 
the terms have no meaning in relation to the response. What defines the magnitude 
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and quality of a response of the patient? The interpretation of the limitation is subjective 
and unclear because a magnitude and quality of a response could literally be almost 
anything and could be defined in a subjective manner in a variety of ways. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

8. Claims 8-13, 41, 44-47, 52, 67-68 rejected under 35 U.S.C. 102(e) as being 
anticipated by Kraft (6370420). 

9. In reference to independent claim 8, Kraft discloses a fluid introduction system, 
comprising: an introducer (14) configured to introduce fluid into a spine of a patient; an 
operator (18) configured to actuate the introducer to introduce fluid into the spine of the 
patient; a computer readable medium having code for receiving: fluid introduction data 
indicative of a fluid introduction parameter (col 3, Ins 58-col 4, Ins 13); and response 
data indicative (col 4, Ins 13-col 37) of pain level and concordance of a response of the 
patient at a time related to a time of the fluid introduction data 

10. In reference to claims 9-13, 41 , 44-45 see (Summary, Figs 1-5; citations above 
and col 4, Ins 66-col 6, Ins 26). 

11. In reference to independent claim 46, Kraft discloses a fluid introduction system, 
comprising: an introducer (14) configured to introduce fluid into a spine of a patient; an 
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operator (18) configured to actuate the introducer to introduce fluid into the spine of the 
patient; a computer readable medium having code for receiving: fluid introduction data 
indicative of a fluid introduction parameter (col 3, Ins 58-col 4, Ins 13); and response 
data indicative of a response of the patient manually inputted directly by the patient at a 
time related to a time of the fluid introduction data (col 4, Ins 13-37; wherein the 
patient's vocalizations are a manual-patient conducted input). 

12. In reference to claims 47, 52 see (22, col 3, Ins 58-col 4, Ins 2). 

13. In reference to independent claim 67, Kraft discloses a fluid introduction system 
for performing discography diagnosis, comprising: an introducer (14) configured to 
introduce fluid into a spine of a patient; a computer readable medium having code for 
receiving: fluid introduction data indicative of a fluid introduction parameter (col 3, Ins 
58-col 4, Ins 13); an pain level and concordance data of the patient responsive to the 
fluid introduction data (col 4, Ins 13-37), wherein the discography diagnosis is based 
upon the correlation between the pain level and concordance data and the fluid 
introduction data (Summary, col 4, Ins 66-col 6, Ins 26). 

14. In reference to independent claim 68, Kraft discloses a fluid introduction system 
for performing discography diagnosis, comprising: an introducer (14) configured to 
introduce fluid into a spine of a patient; a computer readable medium having code for 
receiving: fluid introduction data indicative of a fluid introduction parameter (col 3, Ins 
58-col 4, Ins 13); and response data manually inputted directly by the patient (col 4, Ins 
13-37; wherein the patient's vocalizations are a manual-patient conducted input). 
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wherein the discography diagnosis is based upon the correlation between the response 
data and the fluid introduction data (Summary, col 4, Ins 66-col 6, Ins 26). 

15. Claims 14-5, 17-18 and 55-58 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Hochman et al (6945954). Hochman et al discloses a fluid introduction 
system, comprising: an introducer (Fig 1) configured to introduce a non-pulsatile flow of 
fluid into a spine, the introducer having a flow rate-dependent impedance opposing the 
introduction of the fluid (Summary); and an operator (18) configured to actuate the 
introducer, the operator including code to determine impedance data indicative of the 
flow rate-dependent impedance based upon actuation of the introducer (col 3, Ins 54- 
56; col 4, Ins 2-5, 28-47; col 9, Ins 28-48; col 10, Ins 7-15; col 11, ins 41-62; col 12, Ins 
48-col 13, Ins 16) and to control the actuation of the introducer based at least in part 
upon impedance data (col 3, Ins 1 1-col 4, Ins 54); wherein using the detemnined 
impedance data, the code corrects pressure data by the introduction of fluid and the 
pressure of fluid within the introducer (col 3, Ins 54-56; col 4, Ins 2-5, 28-47; col 9, Ins 
28-48; col 10, Ins 7-15; col 11, Ins 41-62; col 12, Ins 48-col 13, Ins 16); wherein the 
introducer includes an identifier (col 7, Ins 10-13; 208) including the impedance data 
and the operator is configured to receive the impedance data from the identifier of the 
introducer; wherein the operator includes code to determine the impedance data 
based upon an actuation of the introducer (col 3, Ins 1 1-col 4, Ins 54; Program Listing); 
further comprising: a pressure sensor (7) configured to provide pressure data indicative 
of a pressure of fluid present in the introducer; a fluid introduction sensor (208) 
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configured to provide fluid introduction data indicative of at least one of (a) a rate of fluid 
introduction and (b) an mount of fluid introduced into the portion of the spine (col 3, Ins 
1 1-col 4, Ins 54); wherein the operator includes code to determine the impedance data 
based upon the pressure data and the fluid introduction data (col 3, Ins 1 1-col 4, Ins 54, 
Program Listing); wherein the impedance data comprises a gauge of a fluid 
introduction member, a length of a fluid introduction member, an inner diameter of a 
fluid conduit; and a length of a fluid conduit (col 3, Ins 1 1-col 4, Ins 54; Program Listing; 
col 7, Ins 10-13; col 9, Ins 29-49). 

Claim Rejections - 35 (JSC § 103 

16. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

17. Claims 38-40, 48-50, 54, 59-61, 62-66 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Kraft in view of Factor et a! (6258042). Kraft discloses the 
invention substantially as claimed except for expressly disclosing the response data 
being data inputted directly by the patient using a sliding device correlated to a visual 
analog scale (VAS) from 0-10 and has an axis for relating level of concordance, non- 
concordance, or concordance and non-concordance of the pain. Factor et al teaches 
that it is known to have a sliding device correlated to a visual analog scale with an axis 
for relating level of concordance, non-concordance, or concordance and non- 
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concordance of the pain (Fig 1-2, Summary; Detailed Description of Invention) for the 
purpose of allowing the patient to Indicate the amount and intensity of pain being 
experienced in discrete incremental intervals. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the manually 
inputted response data as taught by Kraft with the manually inputted sliding VAS device 
as taught by Factor et al for the purpose of allowing the patient to indicate the amount 
and intensity of pain being experienced in discrete incremental intervals. 

Response to Arguments 

18. Applicant's arguments filed 5/14/2007 have been fully considered but they are 
not persuasive. 

1 9. The Applicant argues that Hochman et al does not disclose or suggest 
determining impedance data indicative of the flow rate-impedance based upon an 
actuation of an introducer (Remarks, pg 1 1 , paragraph 5 and pg 12, paragraph 3). 

20. In response to the Applicant's argument, the Examiner respectfully disagrees and 
references the Applicant to (col 3, Ins 54-56; col 4, Ins 2-5, 28-47; col 9, Ins 28-48; col 
10, Ins 7-15; col 1 1, Ins 41-62; col 12, Ins 48-col 13, Ins 16) of Hochman et al. In at 
least these sections of Hochman et al the device is described as determining 
impedance data, such as exit pressure, upon activation of the introducer and motion of 
the motor to introduce fluid into the target site. The motor is initiated and run at a 
predetermined rate consistent with the desired flow rate and the exit pressure is then 
monitored and changes in flow and pressure are made if undesirable exit pressures are 
found to occur. The rejection is maintained. 
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Conclusion 



21 . The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 5653739; 4551133; 6159161. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andrew M. Gilbert whose telephone number is (571) 
272-7216. The examiner can normally be reached on 8:30 am to 5:00 pm Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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SUPERVISORY PATENT EXAMINER 
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